
LIT 
’ 

F- . 
. 



sm4MTERl4DDmssLI~mcMM~~ (SW 510(K) solamEs CR 510(K) - 06-0x-2cxKl 
lKRFINALDEXXS1C.W~ DmIm!tmmRI~01sEE*2wO 'MIwxx;H3~2000 Ewe2 

AuKAcxJ.,LlD. 
zxrm:cnRIs BaiL 
lOFAlmm.DBLvD. 
-, cl! 06492 

510(k) ND: KOO2784 
pH=NEm: 203-269-5088 

AppLIEDBICI!EXX,INC. 
A!ITWDAvEDSMIlH 
10237 - Cl!. 
SANDIEKQCZi92l.21 

510(k) m KO01673 
FfnIE ID : 858-7X3-9614 

ARWJWIMZ., INC. 510(k) m: X993933 
IP-m- FtXHEEI~INEUSICNS,F%U 
ATIR'IF3XhSDNICXEL PHNEm:610-478-3137 
24wEiEmvnmm. 
RE?om, PA19605 

ASCLEmmmA(3 
AII?N:DIRK QHDITZ 
2525 MC! GWA. 
IFNINE, CA 92623-9791 

510(k) No: KOO2032 
PImE r?3 : 493 641 653223 

ASEsCl!mI~SY~,INc. 510(k) N3: Koo1980 

iFIN :cziREmmMW PHJUE M : 617-559-7028 
141 NEmB7M i9rREET 
Nl%vlrN,MAo2464 

mEEcrMEDIcaLSYSTmS,INCe 510(k) ND: Xl02734 
ATIN:-M- FiXNEI 1u3 : 617-559-7028 
141NEzDmM f3IPEm 
Nw?KN,MAo2464 

AmECrMRmxLSYslEwS,INc. 510(k) m KOO2837 
ISITW-M- PKNE PJD : 617-559-7028 
141ItEmxmJ sIREEl? 
NIaam,MAo2464 

zsmrx-, INC. 510(k) m K994l37 
GlR)BFNUERWIlIi4%~CY~ 
lYTIN:AMy TlYiLcR PIKm No : 970-482-58653 
2579 MIDmm DR. 
FKRTCEUIN!&~805254417 

AEuslmErnICAL,INC. 510(k) p33: KOO1149 
J!tamrSY~(MJIEL750 iaFmtGDNIT,BAlR~BLANK 
ATINzSUYITD~ Hf=NE ND : 952-9474200 
10393 WES 7m-I ST. 
EDENE%AIRIE,MN55344 

DEUIa: ALCRAWl!-5280-5 
SEDmISIcNzd7+DEi:2~2OOo 
510(k) SLWARY AVAILMLE FKM FaA 

DEivIa: aIxammm, SALI- 
SFlDEczSIavMADE:15-aP-2Ocn 
510(k) m 

DEvICE:14m!nm-~~~sIs cATHERfzATIcNIcrrwMBBLDBFLElpI 

mDEEISIcN~:1~2m 
510(k) SUMARY AVAIIABM FKM EDA 

DEvIcmco2LF!sER~ 
sEDExxSIa?~:ll-SEP-2m 
510(k) SCWAKY AVAIUEE F FDA 

DEmcz:ASF%m!mICALsylEMsEEx:~ BIS SENXR 186-0106 
SEDEcIS1mM7m:14-SEP-2000 
510(k) SU44WY Am EKM XDA 

DIEVICE: BIS EtmNE 
sEDEcISm~19-sEp-2ooo 
510(k) SCNARY AVAIUEW EXM H.Xi 

DIEVICE: AIRISORBD EWEl?UHBI~GumEDTISSUEi~CN( 

mDEmS1avMmEzl3-SEF-2m 
510(k) SWMRY AVAIIAEE FKM lXn 



A!ITNtPAUIAA~ 
17221 HED BILL AVEWZ (IRimE) 
P.O. Kx 11150 
fm?l!A mm,, CR 92711-1150 

I%wmRm-m. 
zamtvIaaLDREwB 
RT. I20 AND - IaD 
mlNDLAKE,IL60073-0490 

B?cam~~&. 
EL 229351 
m:-MPAINE 
In. l2oANDwllIsmmAD 
RxlNDIAm,IL60073-0490 

BAIPW-m. 
mvrm DF@is 
Ftr. I.20 6r wIIsa w. 
mJNDIAKE,IL60073 

BAYEROXW. 
IxrlnkcdBRIEtJ~ 
511 BSNEDI(ZAvE. 
-, NY 10591-5097 

BI0-IDXCSYSTENS~. 
KI'lWIUWNEBWNbiER 
CNE BIO-ICGIC PMZA 
MONDELEIN, ILl60060-3700 

BIGFW~ 
lu!lN:ELIzABEM PLATT 
95mJEExam3RD. 
IIivINE, ca 92618-2017 

IYrlmELI- m 
9500-RD. 
IRVIN& ca 92618-2017 

BItXZE?X,INC. 
EL l32-1061 
A!~~RXU.NJHEUEN 
9418 I3LsAINE AVE 
m, 0.91325 

510(k) PJD: ~000664 
FlXNEl ND : 949-250-2418 

510(k) Rx ml02380 
EKNFi No : 847-27&5916 

510(k) ND: KOO2679 

PKNE ID : 847-270-5825 

510(k) ND: KOO2739 
FHXE N3 : 847-270-5619 

510(k) No: IS92228 
PKNE m : 914-524-3494 

510(k) FD: Koo2570 
ETXNE m : 847-949-5200 

510(k) ND: x002865 
PIElW PO : 949-5984285 

510(k) rJD: I(002866 
PiENEi No : 949-5984285 

510(k) m: I(001022 

H-KNEtD:818-709-5646 

DEVICl3: VIGIIXK.33 fXD/CBJV & VIGIlI?wtS CXD/SWX2/ClBV t4XtMms 
BElxCIs1~~:2o-sEp-2000 

510(k) SDMRY Am FIMM FDA 

DEvIa: lIIuwsmsv, lmusmLv,BpxwPAIN~BY~ 
sEIxCIsIcN~:o5-sEp-2OuO 
510(k) SWWiRY AVAILMIE m IT& 

DEvIaz: 6060 l.ioLm-- FuMPpMxEL2m332;6060EEmumLPuMe,Mm 

BEDEms1mMmE:18-sEs2000 
510(k) SitM4WY AUAILAEU FIILm FDA 

DEVICYZ: llmJscRm- lKlxJI& 2ML, lc4lEL 2clo67K 
sEDECIsIauM?m:ll-BEP-2coo 
510(k) m+!ARY Am l!RX m]A 

DEvI~:BAyER~1~-2/NEuAssAy 
sEDECIBIcNM?m:29-sEP-2000 
510(k) SUW?iRY AVAILABU FXM FDA 

DEVICS: BIG-LCGICCSEKSSHN!SlUNK 
sEDEms1cNMmE:14-sEP-2m 
510(k) S&WRY AVAILABU lXt4 FlN 

DEWICX:LIQJICZlEKBL#X)GF+SIWJBE0XIWL, 
sEDECIBIcNMAm:25-BEP-2cm 

XDEL 576, 577, 578 

510(k) SM4ARY AVAILABLE l!XN l!DA 

DEVICS:LI~CZEXBUXDGASPLUSEOJVIIIH, IEVEL 4, l.zmg.4 574 
mDFxxs1mMmE:25-sEP-2m 
510(k) S Am EIlcM FDA 

DEVICmBIocwcK,INc.B-2Kt~~~~ TEsrKIT, K13 

BEDECIBIcN~:26-sEe-m 
510(k) ziXNFMm 



-ADDREssLIsTINGmmB 
m3REmALDEcIs1ausRENDERm 

m (SE) 510(K) SUPlPPWES CR 510(K) sIRENWE 06-mr-2000 
DuRrmIMEPERI~01-SEF-2000!ImYsHK)-sEp-2ooo -4 

BICMEZ',INC. 

iz?Est= ?ixF!z- 
wAFam# IN;46581-0587 

510(k) ND: Koo2678 
FfmE PJD : 219-372-1612 

BICMEZ,INC. 
NrlmMI~L~ 

510(k) 1u3: Koo2735 

P.O. Erx 587 
PfimE m : 219-372-1&M 

lWSAW, IN46582-0587 

BICMXRIXEID. 
ATm:l+llxmM ABvlcBuL 
4IaFwATm, 
P.O. B(Ix 45057 
-r 

510(k) m: KOO1461 
EXm 1x) : 972 258 61241 

BICNEZIC.sINc. 510(k) N3: la02540 
J=sEBIMx)GLmniElEsrslRIpsYslpps 
zsrmk-- 
2WUGRD. 

- 1x) : 978-263-3856 

XXX, Ia 01720 

BIEZYSCXXL'ID. 
X4TNzGARYJALUEWXX 
16303 P?emzMIcw 
SW LEANDFQ CA 94578 

510(k) px): K994W8 
PEKNEND: 51&276-2648 

BXKN-COORP. 
zfl?nk-m 
2710 - PKWY. 
SAN LTcfx, cn 951l.3 

510(k) m KOW277 
EKNE N2 : 408-895-3625 

BocTI(xv sfczmmmc/scIMED 
CDELC4020 

510(k) No: KOW743 

ATIWDEKZAHAFlWNK PKNEE33: 612-494-2831 
mscIMEDpLIyz 
hnPLEi GIXWE, MN 55311-1566 

BREG, INC. 
m-BARBER 
2611 cxM+ExE w 
VISTA, CA 92083 

510(k) ND: KOO2073 
Ex3E m : 760-599-5719 

C.R. BARD, INC. 
HMIDLINFI caMGIER,m3134135 

510(k) mz KOOl901 

zYru?: MI- Rllmu3Ia.I HINE m : 801-595-0700 
5425WEXCAMEXJAEARHAm!DR. 
SALTuu<ECITY,vT84116 

DEVICEAscENTKNEESYsrm 
SEiDExxs1mMADEt:19-SEP-2000 
510(k) SUMFX AV?UMBE lXt4 3mA 

DEVICX:Z4iXD?PXXL~~-- 
SEDExxSIatMADE:19-SEP-2000 
510(k) SW4?iRY AVAIIABW EXM m 

DEvIcl3: TPN Ivtlmmra= WA), 
SEDEcIs1cNMxE:ll-SEl?-2m 

pfpryIpJG~,BAG-msEr 

510(k) SIMEwmr 

SEDEcISIatM?m: m-SEP-2000 
510(k) SUMMY Am Jm-M rmA 

DES'ICE:BIosYSEEl7&ZmITtX, lalEL~500 
SEDEEISIoNMADE:29-SEP-2Om 
510(k) StMNRY AVAILMU mxX4 Em 

DEvIa3: aINsmuaa czflmmm 
SEDEmS1cN&mDEi:26aEP-2000 
510(k) SU4dARY AWEABLE Fmd FW 

DWICE:PAINCRRE3OCO 
SEDExxS1cNMmE:19sEp-2000 
510(k) SZffmmn 

DEvIc3z:KwPER+-c!AmPIac (XlHTJ%,MIM, 3236100 m w[Ly PER- 

SEDEcISIcNI+mm19-sEP-2ooo 
510(k) StMARY AVAIUlXE ECM ET]A 



I!4lmmi AcBlKEssmma31wF 
RXtFINALDECISICNSHBJXRED 

Fi$IWBR (SE) 510(K) SUMRES CR 510(K) CCMEMMS 06-ocr-2coo 
DuRImTmFmtImo1-EiEs2m !n-Eaxxn2m page5 

c%ammIAM13DIcaL~, 

tEi?EAZ 

1510(k) Pa& KOCO830 
PKm m : 949-553-9414 

IRVINE, CA 92614 

510(k) m KOOlO93 
mmEm:508-358-7637 

WAYLANO, Mi 01778 

c2sMErEcaLSY~,INc. 
0 

510(k) ND: Kooo5l2 

iwtmm JEEWEY PXN.E M3 : 20-56 
44Ehsr-RD. 
E!laamD,c!rO6405 

crl!rmmo3., Lm. 
D 

510(k) ND: KOOl.244 

2YFINzJBEFHD~ PI3.X-B XI : 202-672-5354 
3000 K STREET N.W. 

~*Dc2OcQ7 

OoBEcTGDI~, 
A!rIw:m LEmF!m 
144OlWESF65!EIWAY 
ARVADA, m8mo4 

INC. 

ATlN:RKHAFDA- 
caMNuso3wp. 

510(k) m: x002591 
PE3aFlm:303-467-6586 

510(k) m KCXX872 
PtKNEim:949-5516989 

15412VERDUNCIELE 
IRVINE, CA 92604 

CUGENl'DI?GtXIcSIXD. 510(k) E;D: K(x)2215 
?srnkrnMKNIrn PfxdE'm : 441 314 457111 
HJsiLmN 

EiFEzzw M26opL, 

cxxx oB/GYN 
FMGwxENTm 
m: Bl?ENDA DZWIS 
1100 w. bslmAN ft?mEET 
szmcER,IN47460 

510(k) ND: KOO2383 

PXNE~::l2-829-6500 

mx oB/GYN 510(k) E& 10302385 
,-m FlwmJzATI~mroM, cux IVF cziLE4m l.fJmm, 
ATIN: BIENDA DAVIS PKNE NC) : 8X2-829-6500 
1100 w. - firmEET 
-, IN 47460 

DEVIC33:-~lWRWI~sIET,2~oW5’IUBE 
SEiDECISICNMADE:O7-SEP-2CQO 
510(k) SDM4hRY AD ZTCM ZIZi 

DEVICZ:CANDESASPTL-lB-DYE- 
SEDEcIs1mmDE:1~2ooo 
510(k) sM!ARY AXXUAELE ma4 lQ?i 

DEvla: m, l+mEr.s cx1050, CM 1040, CM 1030, u+f 1020, u4 101 

SEDEaSIaQMADE:26-SEP-2000 
510(k) SwMAFtY AVAIUBIE m m?i 

DEvIa3:Bum- mLER,&smm~lB,ai-63lD,cKd32B,cKa32 

mDExxS1mMADE:26TsEw2m 

510(k) SC&MARY Am EtX I!m 

DEvIc33:axEs24?mmwR4ooo-~~~m 
SEDEic!Is1cNMADFi:l.3-aP-2000 
510(k) SUMMAFU AVAILXEE FRX EDA 

DEvIcm I.V. ST--m Lout WITH Lxmc FREE 
SEc[M;‘ISIoNMADEi:O7-SEP-2ooO 

INJM;TIcN sI!E, ‘ymL B4ll 

510(k) SIMBENC 

510(k) smLP2mQ 

DEVI~:cKxlKIVF~CLE~ FmmR,ccucIvFcxxYTE~BoFFER 

SFeDExxs1oNMmE:18-SEP-2ooo 
510(k) SUMMY AVAIUEXE m m 



amLEm!t, INA 
ATm:- bEmE 
17620 (TvuuBwaK mm 
JaxalD,aK73003 

uxmFmSIrn, lx. 
ATm:KmlE TExMmL 
711 Nxm RD. 
soaxmzE,NY14546 

CCfW.XMEDICRL~ 
ATIN:erKzw amc 
42230 ?EXl m. 
-, CA 92590 

(IRraKN aItmNY,m 
XlTtNZ'II3;PIPISJEWGL1524 
4502WXXZAND~EILM). 
!LWPA, EL 33614 

CMPET t.zmEMss, INC!. 
TART 
ATlwwlILLm4 25lzmmY 
810 INKWTIm DR. 
I(Fcmm& lr4 37932-2571 

lxDEi~,rn. 
A!rmRElmccAs~ 
Gf?!SQXSITE 
P.O. Kx 6101 
NlaaRK, iE lii714-6101 

DADEm,m. 
mREBwcasAyAsH 
P.O. Kx 6101 

i!iEzy z%7z6101 

DluEx-, INC. 

I$EJa& $m 

'IEWBWX, t44'01876 

DFtrEx-, INC. 
ATm:DmIEL laxmAR 
-DR. 
P.O. Kx 7550 
MADISCN, WI 53707-7550 

510(k) NX HI02066 
PHXEibD: 405-359-1998 

510(k) rXh I(002625 
FfXNE MI : 7X-264-3210 

510(k) NX x001784 
F¶-Imzm:909-587-6306 

510(k) N: I@02248 
PHIlIE Kl : 813887-2107 

510(k) ND: HI02039 

PHI'8 rJD : 865-218-2522 

510(k) m: HKM47 
pH3NEN3:302-631-6276 

510(k) m: KDO2541 
F%NE~:302-631-6276 

510(k) ND: RX2158 

FwsFlm:978-6m4ao 

510(k) B&X RX2878 
PEKNFo NO : 6Q8-221-1551 

DEvIc.33: FREEZER- 
SEDEmSIcNMADE:26-SEF-2cOo 
510(k) tKWm¶Wr 

DEVICZ:BA 
SE?DEicISIcNmDE:zl3dEP-2ooo 
510(k) SUNNARY AVAIIABIE FRX m4 

DEvIa: VIRIDIS IASER 
SEi~SIcNmDE: llaEP-2aOo 
510(k) S AVAIIABLE m0.i Ez;IA 

DEVICX:DQV44?iP~1fXQbsXITtXi mDEzlOQ0 
sEDEcIs1cNMaDE: 21-SEs2alo 
510(k) SWMKKY AD Im24 FDA 

I:ECXJ!PET l3cmNER,Mners~ExAcrAND~~HR+AMlm 

SEDECISICNbfNX:27sEp-2ooO 
510(k) SWM?RY AVAIMKCE FRm FDA 

DEVICZ: BN. PRxmcsYsIpi 
SEDEKXSICN~E: 26-SZE'-2ooO 

510(k) SW4?W AVAUAEKE FRJ3 IT& 

DEvIak-c~ 
SEDmIS1cNmDE:2cSEs2m 

510(k) StNMRY AVAlUW.E F'RX FDA 

DEvIa3: DATExa D-TECPLUS ANEsMEsIAmzER 
SEiDECISICN~E:21-SEP-2ooO 

510(k) SrpplAw AVUIAEUE FTuX ma 



-- LYl2imxmmmm 
EmFINALDEms1aJsRExmEmD 

VW 510(K) 
rIxlRImmpERIcDo1~2m 

tSOMWWBClR510(K) - 
THmnI3O-sEs2Ocxl 

ilcE%EzGulpIcN 
-, 

ll9ol+7wao~ 
cr.Nm.x, CA 90220 

DmrALAmoY-, 
ZYrmw- 
ll9ol474w.opllyz 
a2mcN, CA 90220 

~~GuY!rcN 
-, 

ll90-~ 
asPKN, CA 90220 

DENALATJXYYPRYXXXS, 
A!mklxImEY~ 
ll9OM?WiIDF!LXE 
ccx4FxN,a90220 

DEmwLYIrTrL. 

INC. 510(k) E30: KW2299 
pIx;NE In : 310-637-9711 

INC. 510(k) ND: XIX)2300 
Pf3zmm: 31s637-8711 

INC. 510(k) m: XXX301 
PKXUE m : 31&637-97ll 

INC. 510(k) m: KM12302 
F5xNE Pm : 310-637-9711 

510(k) Ex): x002387 
ATImP.JEFFmY ImN 
570 WEST CXELEKZAVE 
YcsK,PAmKM 

PE3xa No : 717-845-7511 

DEmYluIsxED 510(k) ms I<[x2607 
TIaJ-AND~~ 
ATIRLISA GlU!AN FKNEiEID: 5084804287 
325 - DR. 
FCiYWW, Ml 02767 

DEFuYa?EKmmIcs, INC. 
ATlN:ARUNECSNJIL 
7OOcx?nmAmIc!DR. 
mRsM,IN%581-0988 

510(k) m Koo2441 
FRt?Ei ID : 219-371-4904 

IrnIcAI,~,INc. 
A!rmDmIsE P7EvIwIcK 

510(k) N3: KC02329 
Pi33Em: 541-385-0350 

1011 S.W. FNKAY m., SUITE 104 
Emo, at 97702 

DIZGZXLTCCHEMICXSLTD. 510(k) m: KOO2354 
A9?nkMcatTgMx pHluENo:902 566 1396 
16 - - 
-I 

DEvIcx:suPER3 
sEDEc!IsI~MADE: 
510(k) sIKJF#m 

DEVIC%SUPER6 
sEDExxs1mmnz: 
510(k) SIWB4NT 

DEvI~:supERl2 
sEDEccs1cNbmDFd 
510(k) SrXEmRr 

DEvIak supw14 
sEDEcIs1mMADFe: 
510(k) m 

06-OcJ!-2OcxI 
page7 

08-sEP-2cxlO 

264EP-2mJ 

CB-SEP-2000 

2w2Om 

DEYUIClk-~-SY~ 
sEDEmsIcNM?m:28-sEP-2cxJo 
510(k) iSV&fMY AEKUAEUZ lm24m 

sEDEms1mmDEi:12-sEP-2ooo 
510(k) SWJARY AVAILWLE FIISM En4 

DEVICZ:EENNIbEHIP~ 
sEDEms1a?MmE:01-sEP-2000 
510(k) SUbMARY AVAILARE ET&X4 m 

DEvIczk PEWX -wmpEssARy60~ 
sEiDErxs1cN~:18-sEp-2000 
510(k) SUMMY Am FIICM rmA 

DEVICE:CSR~~XDI~L~K-C~,~~~~-~OAND~~~-~~ 
SEDEcISIcNMFm: 26-m&2m 
510(k) ST?WMwr 



DaaaJKTEc%m~- 
ZrrmPEmRPAPK 
3PmAmsmEm 
TMFL., &!xm?wTRusrBIDG. 
-, 

EAslMAN~W. 
Rl'IW-G-VENS 
1IMRIZNpL. 
304&i-75 
aAKDALE,MN55128-3414 

EiLANDIMXBITCS 
ATm:wYPw r3lsxmE 
231MXIH KIENIE ST. 
EmA, CA 92821 

ELiTmNm., INC. 
rsrnkFRAM(LIN 
lX35RAILUBDAvE., 
ELLMNBIDG. 
HExaEIT, NY 11557 

nalwrIcs, INC.. 
A!EN:WILLIAMA~ 
987 UNIvEItsITy AVE.;SXE. 14 
Los GAIIOIS, ca 95032 

510(k) IW: I(002694 
mmsm:902 566 I.396 

510(k) IQ KC02165 
ExNEm: 410-3X-4206 

510(k) t?Jz KOO2060 
FHCNEND: 604 261 0600 

510(k) ND: KM)2146 
FfxNE m : 651-393-1395 

510(k) m K.002285 
PHxEIw:714-871-8360 

DEVICS:Rl2ERiKALPl?EMZWKIT 
sEDEcIsIcNMADE:2~2mo 
510(k) SUMARY AvAlLABIE FRX m]A 

510(k) M: XXX986 
pLxluEN3: 516-569-1482 

DEVICE: esmm!RmIM:II 
SEiDECIS1CNMhDE:27-SEP-2000 

510(k) EXMSRY AVAILABm FEICM FDA 

510(k) m KCXEO28 
PrxNE m : 408-399-9347 

ma: BRAI Hi -sYm 
sEDEcIs1mMADE:29-sEP-2ocxJ 
510(k) sf.HARY AVAILWLE l?XX ElX 

510(k) N3: KO02793 
Pxxm m : 011 498 1527Wl39SE DEXXSICN MBDE: 26-SEP-2000 

510(k) SMWtY AVAILARW ERX4 l!Qi 

DEvIa: uREbL3K rissle, cmacxm NLME!ER 283-17/30 
sEDEcIsIcN~:1~-2m 
510(k) m 

DEvIm:LINEuHs), 3Om,EBTdsENsI-DIsc 
sEDExxs1cNMADE:O5aP-2m 
510(k) sW4?iRY Am E'Faf = 

DEvIa3: MDLTIPIE BANDS 
~ED~EI~I~I~NK~DE:O~-SEP-~OCO 

510(k) s?IMmEm 

DEvIa?i: IumAK- 861OLxmll4GEEt/Et3R~ 
stiiDEic!ISICNMADE:27-SEE'-2ooO 

510(k) SM4hRY AVAILAEZ Fzy3M ITIA 

' FISHER is PAyKEL ~%mLm, LID. 510(k) PJD: I(002414 DEvI~:~IAMp9ooIw5olJE~ mmRl%xmAE9ooIw5o : 
2JE 
ATm:mEzT wFlI= FfxNEi rm : 649 574 0100 mDEEIsI~MADE:25-sEP-2ooo 
15 MTiuRIcE PAYKEL EL, 510(k) !XJM?GE AVAILWX m EDA 
EA-xr!cl+=G-, 



EvmEmI~sY~,INc. 
ATm:PAmIcx JANIN 

510(k) M: KDO2040 
HCNE IKI : 410-761-941.1 

504l433xMtaDR. 
GLENGuRNIE,m21061 

-m. 
mTN:ELI OMEN 

510(k) m: M302177 
pH=NEm: 847-329-cnOl 

7855GXSSFOINI'RD.,uNIT64 
sI938cIE,IL60077 

I-BIB,INc. 
ATIN:RI~C~ILT#RO 

510(k) 1uD: K994340 
FTKm ED : 631-744-0059 

3oIKsuHEomm 
smNDEmxx,NYll789-1734 

HDcam. 510(k) t0 KOD2770 
08-10,7oo-o8-11,7OO-C%l2,7OO-C8-15,700-08-16,735-08-10 
ATIN:ErmJ SMAKP Ff3SEm:408-954-1909 
2109OTWUAvE. 
SAN JOSE, CA 95l.31 

HEAmi&InEoD.,LTD. 
m:PAuL YAN 

510(k) IUD: m2750 
Pi3xEtK1: 886232 349600 

6~,m.407, a-ma SIPIN RD. 
sExT!.o2, aicm m CITY 
TAIPEI H!sw, 

HELJXDIXWXCICS,IW. 
ATm:vIlRxmA CappEL. 

510(k) N3: IUXl1900 
Ffnw 1uD : 916-3724221 

3148 INDuamGBLvD. 
WEST -, Cfi 95691 

Hxaxc, INC. 510(k) ND: Koo2711 
2OOo,1Ooo?wDHs13GIcDELsKI:x-~BcNE~~ 
zYlm:- DtlMENE PHIQI I'D : 781-999-7300 
35cIlcEjplyDR. 
BEDECWD, MA 01730 

XMEDI.(X (slcImI= OBP. 510(k) PSD: Koo2320 
Xl!lWN?NCXJPJXDEEt HXNE N3 : 201-507-7956 
359 fA3mmis Emm. 
lWEWWXD,NJO7070-2584 

I-xm¶Emmm 510(k) lW: KOD2654 
A!lT.RJiNNDXRA iizuE% FKW ND : 201-507-7283 
359 - mm. 
m, NJ 07070-2584 

DEXtC2klWSXO 
sEDErxsIoN~:ll~2m 
510(k) SmmBm 

DEVICZ: m -~ANALYZER~5oooSERIES 
sEDEcIsI~M7+DE:14-!mP-2coO 
510(k) SaMM?W AVAIIABLE FRX EDA 

DEvIa: CGINIa -MIm, KXIEL HaI czd?wxYz 
sEDmIsIavM?m:2osEp-2OOo 
510(k) m 

DEVICYZ: HLl68T 
sEDExxs1~~:1&sEp-2000 

510(k) m 

DEVICE: EslzYm ~AwrI~-l.EsI! 
sEra!ISIcN~: llsEF-xxx) 
510(k) EiTMWEW 

DwIat:HHLX'IICgWX-IUU!BONEmI sE3uEs4500,4ooo, 

sEDExxsIcN~:2&sEp-xxIo 
510(k) SWUMi!i Am m FaA 

DEvIcz:-c~- 
sEDEc!IsI~M?m:14sEe2OaO 
510(k) SU4SRY AVAIIAEU lTXN FDA 

DEvIc%IKmEDI~~NI~sHxTIDER 
sEDE%xs1cNmDE:22-sEP-2m 
510(k) SUMARY AVAIUEU FRX FDA 



sumMlER- IJivIIwmmSm 
lXXFIW&DE!ISICNSFEWEEED 

(W 510(K) - CR 510(K) - 06-oa!-2Ooa 
DuRlmmEFmu~o1-sEP-2coOn+Fam3O-sEP-2m -2= 10 

I.P.I. &!5xa pEcaEJs 
ISI'INz MA!ZH SAID,PH.D 
3217 N. KILWIRICX AVENUE 
cla~,IL60641 

iii%iZE 
481A,FWlUXOFWC.BAVE. 
- 14, 

510(k) ND: KM11882 
FfKWEIW:800-223-1218 

510(k) ,JC): K993282 
F5mE I93 : 773-777-0900 

510(k) ER: IWOl38 
P m : 941 437 575 

481A,PRItRXCXWALESAVEL 
axJxs0 14, 

510(k) ND: KOOOl39 
EBIE ND : 941 437 575 

510(k) N3: ml41 
FKNE xl : 941 437 575 

510(k) N3: KOOOl42 
RXNE ND : 941 437 575 

510(k) Ex3: KOOOl43 
Prxm m : 941 437 575 

510(k) PSD: KOOOl45 
PHSNE m : 941 437 575 ii!EE%z 

481A,PRINCECFWALESAVE. 
clz&mKl 14, 

~,~~201 
-d 

2RxlOl 
510(k) m KOOO515 
2RxxO 2FumO 2El50 

ATm:PmsIE REY hm N;, : 94!3453-3200' 
181 n DR. 
-, ai 92618-2402 

DEvIcY3:mBYlrnPmm 4002-TwIN!s,mxLIm4m2 
sEDEmsIcNmDE:l9-sEP-2ooo 
510(k) iXRMAFX AVAIL&SW ERx Fm 

DEvIaz:IPIHuMID~~ 
sEDEEIsIm~:1~2m 
510(k) S&WRY AVAIUEWZ IXM !X#i 

DEVICE:MIDAS~NM!RILE~IcrJ GT.mEsmn 
sEDEcIsIavM?m:l3-sEs2ooO 
510(k) SmmfEm 

DEVIUE:MmAs~LATM-~-- 
sEDExxsIa?mDE:l3-sEP-2ooo 
510(k) S?IXmmT 

DEVICY3:l4IIRS~IATEX~~ -KNDEEtEmE 
sEDEms1cNMADE:l3-mP-2m 
510(k) SIXBiEm 

DEVICl3:MlI%!3TtXIiNITRILE~~-~ 
sEDEms1mMFsE:l3-sEP-2m 
510(k) CWUBENC 



suEmrmAMlEiEssLI~~a)RH~~ 
XRFINALDBXSICXS~ 

W4 510(K) - CR 510(K) - a6-ocr-2ooo 
DuIummF#PEEucno1-SEP-2000 mEam-I3o-sEp2cno %P 11 

- Q+Emwmla, lm. 
ATlw:Fa4Em B4.laxN 

510(k) M: Koo1992 t 
FT-naEm: 760-918-1820 

6354crrKrEDELm 

?iiEE& , c7492w9 

--, INC. 
EL 3155A SEXIES 

510(k) m KCM2030 

ATlmFEaNoIs c4sEY PKBE IQ : 407-275-3220 
l26OlFtEsmaiPKwY. 
CEUANW, FL 32826 

L=NMQXCXLC0.,LTD. 
m-PARK 

510(k) r0 KO02722 
mm:8225874056 

7FJEmsJum. 
m. siE?xm-Ku 
-t 

ilizF!i& KIcsINA 
JWNSUV CxrJsuMER Om?ANI5lO(k) N3: x001023 

Fi3XWaND:90%874-l216 
199czuramw WAD 
i?haaum,ruO8558 

KARLh?xsu --AMEEUC74, ItC51O(k) 1uo: KOOl918 
mm KENNAN FKNE m : 310-410-2769 
aocrRKwimmINrE 
CULMERCITY,CFi90230-7600 

IaxmMEDIcAt 510(k) NX KO01958 
YSXNEM~ZXCF&~~FDUZJ-FLLWNJD~~F~F~%~~OOXL~~~ 
ATmALmPsxmEuz PHwEm:516-482-9001 
55IauHERNEuvD.,SuITEi2cil 
GREW NE%x, NY 11021 

IcuRARw litmum, INC. 
ATmmnxI Ic.mmI 
2OOPARKAVE. 
NEwycwK,M[lO166-3098 

510(k) M: HI02322 
PHm m : 2X2-986-2230 

LIMEDIaL -m, Itc 510(k) p33: xoO24l3 
m-LI mmEm:203-944-2800 
4ARMslxmm. 
?ixBLm?,cro6484 

ILXlISG=AB 
ATIN:cXNSQNBG~ 
647oRiImwlmm 
x.immKmS, kt-4 55432 

510(k) ND: K993773 
HirJE m : 612-574-1976 

DEVICE: ILT 0.014" -, MXELI cl14NL2 
SEDEms1atMxm25-SEP-2ocm 

510(k) SWM?iRY AVAILWLE FRX m]A 

DEVICE: DIGITAL HLIXI) pREsswiEsmImbMpELsx-jD-503ANDm505 
SEDExxSIa?MADE: ll-aP-2000 

510(k) SLMARY AD FRX rmA 

DEvIcFl: FREEDa4, amEL 4660 
sEDEcIs1cNmDE:22-sEP-2000 
510(k) SUMFtY AVAIUBLE m m 

DEfVXE:KsEAERXBWWS~SFT 
mDEc!Is1a?M7a:19-SEP-2Om 
510(k) SWJ?BY An FECM FaA 

SEtDFcIs1cNMADEi:25-SEP-2mO 
510(k) SW4ARY AVAILASU EXX En% 

DIEVICE:MXXETCXl'ICNTOPANRVUF 
sEDEas1avmDE:18-SEP-2oca 
510(k) t5WH?%Y AVAILMU m m 

DEVICZ: ULm SUIURE- 
SEDmxs1avMADE:19sEp-2000 
510(k) SUM@RY AUAITABU m FDA 

DEvIczk HtBmamr 
SEDECISICNMADE: U-SEX'-2000 
510(k) SWM7iRY AVAIUBLE FXM m3A 



! 
suBMITw?llmassLI~~cDIM- m (SE) 510(K) sOMM?WX CR 510(K) m 06-oc.r-2m 

JXXFIN?LDELTSICNSRE%WFGD lIxJRIwIMEmm01-sEp2000 T%Eam3o-sEp-2000 J-2== 

SCFSESXSANDCABLES 
RI'ItbJl44ESJCXNIN 
2852 KELVIN AVE. 
IRVINE, CA 92614-5826 

510(k) NO: KWl997 DEvIu3: i?xxmANm 
FfKNFi ND : 425-822-3310 SEDlMxSIaJMADE: 07-SEP-2ooO 

510(k) m: KDo2044 
PiXNFi ND : 425-747-9851 

510(k) ND: KOO2005 
PKNEiNo: 440-483-3528 

510(k) PJD: KOO2647 

HKNE m : 970-243-5490 

510(k) IQ IW2477 

Ffam m : 949-250-9688 

PPLSIK) ca?P. 510(k) tX% -2574 
sOFsJscILsAmc,bsmxlItADIcat,~,~m 
ATIN:JMESJWXCN HENE No : 949-250-9688 
2852 KELVIN AVE. 
IlWINEi, CA 92614-5826 

z4?sm amP. 510(k) NZ Ho02682 
EANDIXPSERfESCX? sEwxxwAND- 
RlTlWJAMEsJCRNIN Ff3xE No : 949-250-9688 
2852 KELW AVE. 
lYFWIN& CA 92614X&26 

510(k) IUD: 'KOOO825 
H-Km m : 518-792-2183 

MEDICZLBIOCARE~AB 510(k) NX m2072 
zmtkclcNME~f3Jy PENEND: 505-323-2403 
96307LcmERNE 
w, NH 87112 

510(k) SU4aRY AWSUABU FKX m]A 

DEvIa3:l4xaA~ ~DIWNXTICKI!C 
sEDExxs1cNMADEi:12-SEP-2000 
510(k) StIM@@Y AWUIAEU EXM EDA 

DEvIa3: -ULTRA 
SE!DEcISI~~:22~2m 
510(k) SMlAFtY AWUTABUZ FxxEnA 

DEvIcE:-~ LmssEwI~,o381=112- Tlllvlmmm 

SEDFCISICNMDE:l3-SEP-2ULIO 
510(k) m AVAILMU FKulmA 

DEvIcE:MASImSmFADIaLFasEt~~~ =msERIE 

SEDEcIs1cNrmDE:O8-SEP-2cm 
510(k) SUMiRY AvAIIABI% ERX mUr 

DEvIcmM?smmRADIcatHlLsEQxIMGw~~ ANDLtuxsERlE 

sEcwxs1cNmDE:O6-SFP-2Om 
510(k) SLMARY AVAIIABU FRXFQA 

DEvIcz:4F-7FmI~~~~~I~c~ 
SEDExxSINMADEi: 21-Sm-2m 
510(k) SIxmiRm 

DEvIa3:~vL~LIc%ITsY~ 
SEDEas1(rJmDEi:lldEF-2000 
510(k) SW4ARY ALMIABW FRxm?l 



MEDIcsLDEvIcx -IES, rtc 510(k) ND: KDo2416 
A!rm:KARL siamz PKNE m : 352-338-0440 
3600 S.W. 47'EIAVFa. 
caINmmw,FL326OS 

MEDIaiLB -a?, A510(k) N3: KG02451 
?mN:JamcBlFmmLY IwmEim: 4l.3 262 34355 
mB706ai-4502 
-, 

&QimmAJs 510(k) 1JD: -1869 
EtwIc!m 
ZWN:EZJAUXG= ~ND:202-49&7500 
1900 K SIREEl? N.W. 
v&hsmmm,Dc2ooo6-1108 

MEDISaIFtADI~SY~,INc. 510(k) N3: KM2685 
m: JaiNwIEE ETKNE ND : 847-291-0999 
151SXEiPFlXSENRXD 
DEERFmm,, IL 60015 

DEVICX:-FtULEscwNc:- 
SEDExxs1cNmx: llaEP-2000 
510(k) SUMMY Am ERX FDA 

DEvIa3:mIFI~~TD:-DRY 
SEDEcISIa?z4mE:29-SEP-2cm 
510(k) m 

SEDEcIsIcNh!ADE:1~~ 
510(k) txxEzmn 

l4fmLmEINousIRIEs,INc. 510(k) Ex): KOO1937 
.mIARA sm HENE m : 847-949-2639 
aa - PL. 
-, IL60060-4486 

DEvIa: amLEss aIx4Pwr~X-PAYsYk9rF24 
sEDExxSIa?~:15-sEp-2ooo 
510(k) itmtmma 

510(k) ND: KO02655 DES'ICX:DIGIT&BUXDRESUREiXNIT& MmELbs550 
EimE ND : 011 823 17072701 510(k) SKIMARY AVAXAELE FRX EPi 

MYBXDIBXXTIC5,IbE. 510(k) No: KC02776 
m:MmsEL - PixNENo : 336-226-6311 _--.. --~~-~~~ 
l238ANlKNYRD. 
~mtmwRX, NC! 27215 

510(k) PJD: IO2346 
EmE No : 763-577-9988 

b5MxmcPSMED1cAc 510(k) ND: K99l.502 
20022 
m:- I.imama PENEm:805-968-1546 
125 cREM%ADR., 
uNIvERsITYBusIN8ss- 
alLEm, CA 93117 

DEvIm: MELZINE EiLmmmIc KSITI~ cYAlR 
SEiDEEISIcN~: 22-SEs2cal 
510(k) m 

DEvIc.mmIFI~~m~-II 
SEDEcIs1cNmDE:28-SEs2000 
510(k) m 

DEfvmk WIm, GUIDE, clxmExm’~MPEL(rW1000. 
SEDEISICN~:~~-SEP-~COO 
510(k) SLBMRY AVAILMLE ZXM Fwi 

DEmaz:MEmRxtcFsMED1cxL - SHUKT, KICIELS 27521, 27116, 

510(k) E AVAILAEE BTU+% FlIA 



suEpawADDPEssLI~mwHH- 
FmETNALDEIs1a?sFaDERED 

m (SE) 510(K) sIB&mBS CR 510(K) +TWEWNB 
DuFtIEmpERIaDo1~2cxKl !xHFam3o-sEp-2Mx3 

MEMKNlC~lISlNEK, IN2. 
ATInklu~W~ 

510(k) No: Koo2399 
Fi-mEm: 901-396-3133 

18OOPXRZNDI?L. 
MEXPHIS, 'IN 38132 

-, INC. 
It.rlNzjtaMaurrrr 
510 QAKMEAD EMKWAY 
m, CT494086 

510(k) 1vD: KtXlO885 
PKNE hx) : 408-524-2255 

MIaR INC. 
ATm lxm4m-l alscEu0 
2855 t3UXXUl BLVD. 
AxLIscNPAEM, PA15101 

510(k) N3: KOOl717 
nxNEm:4124187-1113 

MIaw-cs, INC. 
Ds; REE?mMIm~ 

510(k) m KOO2723 
PE!BAR-10 (1.7F)' 170 CM, DUAL MA 

ATIN:-v PEKNE m : 949-837-3700 
2GcmmAR 
IRVINE, CA 92618 

MlumNIwBI~I~,E. 
ATmJERRYKAFsvI 
360EiSTBWCTAAVEi. 
-, CA 91767 

MRIDEVI~~. 
Ixclm~scMlBprr 
l515PArwmmm 
wfiumsm,wI 53186 

NARIsHIa al., Im. 
zvl?nkMITsuKD- 
27-9 - 4-cKm 
t3EfmaY-Ku, !rKm, 

Nl4Rxxra 03.' Lm. 
m-- 
27-9 - 4-cxm 
--Ku, !lmYo, 

NARIsHIGEim.,LlD. 
A!lmel4llmma - 
27-9 - 4cIxm 
-m, =, 

510(k) m: KW1806 
FXNE No : 909-621-7646 

510(k) PJD: m2602 
lT3mEm: 262-524-1402 

510(k) m K(x)2291 
PKNFaNo: 8l.3 33088383 

510(k) ND: Koo2293 
PHXE~:8l333088383 

510(k) ND: KOO2653 
PIiXlENo: 8l.3 33088383 

06-ocr-2Oal 
Page14 

DEvIc33: MllxFI~~ !m al Hrxum SPm SYm 
SEDECISICNHADE:~~-SEP-~OCCI 
510(k) SBMRY AVAILAEE m FDA 

DEVICZ: DRxHEAlc-lFl%i pI3smDMmf3CMEusE 
sFlrmIs1cNMAIE:26-sEP-2m 
510(k) SMfARY Am FR=M m?i 

DEvIa3: MIc?xt ctxamxIm - 
sEiDE#xs1~MAOE:2o-sEe-2000. 
510(k) SU4MY AMUIABIE ElVJ4 FM 

DEvIazr REsARMIm~ Fm?AR-10 (1.7F), 153 CM, DUAL IJPIRKER B?N 

sEDEcIsIcN~:28-sEP-2m 
510(k).StMAFW AVULAEE FRX FI;IA 

510(k) StR4NRY AVAIIABIE ti EDA 

DEvIcm mG63 MEBRlEAsTmwIL 
sEDExxs1cNMmFl:0~2000 
510(k) B 

DEVIC33:MYKR4RIVE~MM-89 
sEDEcIsIcNMADE:13-sEp-2ooo 
510(k) S AVAILMUZ FXM Fm 

DEvIaz:3D~~~&l~ 
sEDExxs1(3Nt4raFa:~2000 
510(k) SUMMY A-VAIUEE FXM FM 

DEvIaz:MMN-1cmRsEi~ 
~DEXXSICN~: 22-sEw2Om 
510(k) SUMARY AWAIWFU m FIlA 



-a -mwRH-~ 06-Oa!-2m 
mFImLDEms1atSF@zcmED 

(W 510(K) 
DuFu@GTHEiFERlmo1-SEP-2000 

SlMMIES CXt 510(K) SIWMENS 
mEams3OTsEP-2000 -z= 15 

NARIsHIa 03.’ L!m. 
Arls?:- yaam!HA 

510(k) ND: KM32658 
FHXFaND:81333088383 

27-9 m 4-csmE 
-IQ =, 

NABISHIGE ah, Im. 510(k) m: ICI02659 

iitiEMITsI]xD~ 
. , 

RXNENo:8l3 33088383 
27-9 m 4-ax24E 

NIaxE EQJIMNT &LEASING, INC. 510(k) ND: K980937 
AlTNzJI3HNFSFTNXER PIXNEm:8l3-259-0348 
1625 K STFUZET, IW, SUI!tE loo0 
wAsmwmf,Dc2ooo6-1604 

NXiELaBIOC%PEusA,IIC. 
ATm:JEm fpytlrplw 
22725 SAVI FG4N3-i Pxwy. 
YclRBALINaA, CA92887 

510(k) m KOOO643 
F3DTEtD: 714-282-4800 

IKwaIsmxwla? 
m:ANN IulImmI 
269A BAUMJWU SIREEI' 
wLlammm,MAo1887 

510(k) Nh -75 
pHxuEm:978-658-6888 

Nlsxm. 
x.n.N:-x- 

510(k) ND: I@93675 
PHm ID : 72493443242 

2591-BAYNERD., #400 
sEwIcxIEy, PA 15143 

Mxawsl!mI~;HIysIcs -10(k) N3: ml833 
AIIw:mMyEEts PKNE ND : 425-672-2841 
21031 67l'HAVE. WSl' 
LmNRX~m98036 

iikfif?mG IAFLESH 
288OMAINsmmm 
I3xKIMX,NYl2965 

510(k) PJD: K991977 
Fl-mE ND : 315-3284491 

CYSIS MEDICAL, INC. 
ATmYwmNE FERmNDEz 
514 S. WPMNI'AVE. 
Gr,zmxa, ai 91741 

510(k) Ex3: I(001176 
E'EKNENO: 626-914-2891 

DEvIcx:mn-202N -s JoYmm OIL IdDFwLIc MI- 
sEDNXSICNb!NE: 22-SEP-2000 
510(k) SCNARY AVAXABUi FfCX4 FDh 

DEvIcx:Mbs202ND tllm%wIs I.lmmNG JcJYsrIa OIL I-MmwLIc MI- 

SEDEcISIm~:22~2m 
510(k) SLWAFtY AVAIIABU mU4 mlp; 

DEvIa:NI~~ESP-1 
SEDExxs1a?MADE:l5-SEs2cxxl 
510(k) m AMLZIAHLE ERX4 PDA 

DEVIC33:‘INPL?N (XWXWIC-SYm 
SEtDECISICN~: 07-SEP-2000 
510(k) SUMARY Am EXM lTa 

DEvIa3:LIPIDuREREwEmlm~ 
SEDEmS1mM?a:25-SFP-2000 
510(k) !mmMMt' 

DEVIC3?f:~FADI?fIKN~WSE CauxTuITIcN SYslIEM 
SEiDExISIm~:o~2OOO 
510(k) SLMARYAWUTABUFIIcMlXR 

DEVICS3:--SY~ 
SEDEaSIcNMADE:28-SEs2OOO 
510(k) RM4?W AViRAWE ERX m?i 

DEvIa%TYSHAK,IaJELl102AND z-Mm'mlEL302 
SEDECISI~M?UE:27-SEF'-2OOO 
510(k) ,SUMMY AD FRX FlR 

DEVIC%DIsFosABLEMI~BUDE!S-E% 
SEiDExxS1oN~:21-sEp-2000 
510(k) SLMWY AVAILABU IXN FIIA 



-ADDRESS sJsTImmmmm (W 510(K) - CR 510(K) - O6-Om-2O00 
~FIMLDECISICNSR lxJRIs1[HE~mo1sEp-200O ~~2ooo WF 16 

anN+l%mbmmIESLID. 
xm?:ADI Icx(I6JIcz 
P.O. Kx 248 
-=J% 

510(k) PJD: KDo2242 
PHm No : 972 4 9591010 

caMP1cMEmc!&cmP. 
ZSTIWJasEpHPSlEFMIB 

510(k) ND: KM11056 
PKNE ID : 206-767-3500 

59ooFIRSl'AvE.,~ 
-, WA 98108 

cx.xmJs ZMERxa, INC. 510(k) m K994103 
cJJlmEwmmD?Tvy=r 
A!rIN:LAum silcms-TYLER HxNEim:516-844-5688 
!lmcKxwmml-DR. 
MELI, NY 11747-3157 

DEVICE: KrssmRN-10 
SEtDEmS1cNM?m:20-SEF-2m 
510(k) SW4ARY AVAILABIE FlXM IiDA 

DEwIa:amP1cTaa-uP 
SEDBZISIcNMhDE: 29-sEp-2ooO 
510(k) m AVAIURU FRX m]A 

SE DXISICN MhDE:.O5-sEp-2CXXY 
510(k) SWBRY AVAIIAEW BTXX lT%i 

oLmFuscmIcALcD., L!D. 
zfl?mIAuRA -m 

510(k) ms KOOl766 
PliaFam:631-844-5688 

!LJmcfzmcwm~DRIvE 
MEL-, NY 11747-3157 

cINommEscIENcE,~. 
NTNZMLZERPQMGX 
80 Iuxzm ST. 
-, m 02142 

510(k) Ex): K994l.U 
PHXE ND : 617-492-7289 

aNo3wp.~ 510(k) No: KO02448 
RLESSOBilWIALWIER~Ff&XEXN F%RGR?!M). 
ZCl.N:c2LEWNCKKocN PHmEm:O66780833 
59siElmmE-- 
-I 

cIxusYm, Lx. 510(k) ND: I0000847 
z-WIN:- sEtssmN pH3NE N3 : 973-267-5632 
764mAW. 
SUITE4 
l-KRRIS FTAINS, NJ 079-2231 

OrloBxx WIG INDWIlX, INCSlO(k) IW: KoO678 
ATlw:wIrJ.mM JPIXSCN RI3NE ID : 651-773-M02 
30002U2VIUMIANE,~N 
PLTiMmH,m55441 

OxEcmINsTmmm 510(k) ND: x002544 
2xrlN:BARRy mGHr FtKNEi ND : 148 377 0331 

DEvIa: - xxF-N2ooH GFiisTmv D 
SED~ICN~:O8-SEP-2ooO 
510(k) SUMW?Y Am FFW JXa 

DEwIa:mNDALHER-2/NtxJMI~ 
SEDECIS1cNmDE:29-sP-2m 

ELISA(oSDIHER-2/NEuEusA) 

510(k) SUM&WY AVAIMBLZ FXM FM 

DEVICE: LATEX ExrMnwKmGILNEs,~,(~lOOm~c 

sEDEcIs1cxMzm: ll-SE%2000 
510(k) SmtmWr 

DEvIa: cmATaH3 
SEiDECISICNM7iDEi:27-SEP-2O00 

510(k) cm'm@NT 

DEvIca3: Em- 
sEDEmSI~MADE:18-SE%2m0 
510(k) StlMMY AvAfIABwE FXt4 RIA 

DEvI~:m~~2-~TER~sY~ 
mDExxsIcNMrm:1~2000 
510(k) SW&BY AVAILMU ??IXU FDA 
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PAEzIsmu!,r.m. 
A!mN:czhlTiY sEimmmJ 

510(k) Ex): I<002360 
PHBEm:804-530-1233 

1801i@iL~~DR. 
ocB%NIAzIHEI~,vA23834 

PEEIlwIHAAN PEUMXBE GFllsH (M) SN5lO(k) ND: IW2lll 
AmIAN Knx4ER-cofum --a-.- 
A!im:PEIER YEwNlIEzm PKNE ND : 606 677 2781 
l34PiW,bSNAWEN- 
ExxlxrE'70450 -,- 
sPxaL?a DARUL KHUSUS l+sRLaYsIA, 

PHILIPS MFQICSL iSYStEM NXlH AMER5lO(k) m: KOO1796 
ATlN:pGIER AT.mw Pr-mE 1x) : 203-926-7031 
710 -AVE. 
fzzH3Lm,a!o6484 

pHII;Lps MEDIQU; SYSEZS NXUH Ab!ER51O(U N3: KOO1987 
ATmPEzERAIaM74N l3nk'm : 203-926-7031 
710 ERIWEWT AVENUE 
P.O. Kx 860 
sHELlw'crO6484a917 

PHILIPS MEDIC% SYSlF24S FXXB AMER5lOlk~ ND: X02016 
ATI!N:PEzER ALlnaN 
710 m AVE. 
-, cro6484 

PILLImviEcKsuKx~ 
ATlWRIcHARDGJcNEs 
420 DEL?WW DR. 
FKRT-, PA19034 

Fnk'ti : 203-926-7031 

510(k) N3: K292476 
FRXE~:800-523-6507 

510(k) N3: KOOll75 
HIINE m : 337-762911 

510(k) Ex): KOOl342 
PHZNEm:440-526-5104 

510(k) NX KOO1970 
FimE No : 570-655-5574 

DEVICX:cuxlDWFF 
sFdDEzIsImMADE:2~2OOO 
510(k) SUMStY AWGIABUZ EFCM EDA 

510(k) SLWiWY AWmAEiT$ FRX EaA 

DEvIcx:GywGcIIlJ~(R7.5) 
sEiDlicIsIcNMzsDE:~2OOO 
510(k) SBMFY AWUABLE ETUX m 

510(k) S AVAIUSLZ ERx m 

DEvIu3: - lFLscmmEyJcEss~ 
mDEms1mtmlx:1&sEp-2ooo 
510(k) SllAlpfENT 

DEvIcJ3: P.O.P. PATN KIT 
SEDEXXSICNMADE:O7-SEP-2OW 
510(k) S AVAILAEU FRM ITS 

DEvIc33:tmr1~~ 
~DECISICNMDE:26-SEP-2OOO 
510(k) SUMiRY A- Elaf mA 182 m AVE. 

ExEnm%PA18643 



sufpawAnmssLI~mcoiEIH- m (SE) 510(K) s[pIMARIEs Cw 510(K) - 06-ocr-2ooo 
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- MSXCAL lXX%XXS, INC. 510(k) ND: wO1951 
DEaR-LaaP, PxxmmaBW306 
zmm- a3 F5aEm: 7804977600 
10707 1oOIli AVE., SXT!E 300 
-, -, 

PWCWt-03. 
TAMHxus,~lBO- 

510(k) 1u3: Xl02096 
APPLIm 

ATxml4l4ucM~ PHSEi No : 513643-5196 
~~COCFI~~~HJILA~ 
-, CH 45224 

fzitELmm 
19526 E!ASl' L?w DRIVE 
l+srAMI, FL 33ol5 

510(k) m ml366 
PinE m : 305-829-3437 

510(k) No: ExX!OOl 
FfmE m : 763-694-3563 

-mBHD 
zfll.mLIEwyooN~ 

510(k) ND: It994420 
Pi-IXE ID : 607 787 9128 

Pmr5,J?uNrdbHsmI 1, 7.5KM 
J.lGtRSE,KuTANGm.AREA 
KUTANG, XIERD. T!AIUIM, 

Q~BESlEXXBEEEt&FTASTICPR5lO(k)ND: KC02087 
KS-ORIESS) 
lvrmzzEcHuANs;cpy) FHINE ND : 408-739-4729 
205 IKXJH BWVIEW AVE. 
UNIT4 
-, CA94086 

QRSDIMXETIC,LU! 
?fLlNzJIURKRAtt 
14755 2TUi AvE.BKR!Ei 
-, Mv 55447 

510(k) fx): Koo1995 
PfaE m : 763-559-8560 

gJEsTMEDI~,INc. 
ATIN:IxxG HRYAN 
ONE-PKWY. 
ALUW, TX 75002 

510(k) No: KOO2366 
FI-KNE m : 972-390-9800 

R-GFaJP INrL. 510(k) m KOOl.599 
m:KERRYANNE IWIN 
2321 N.W. 66T.H CL, SUITE W-4 

H33NE ND : 352-378-3633 

-, FL 32653 

DEVIa:-P TIE-m, PFGamREMIsKEwMO5, PFmfiDm 

sFlDEcIsIcN~:~o&sEp-2OOo 
510(k) m 

sEDEcIs1~M?!DEi:O8-sEs-2000 
510(k) S&MARY AVAILMU% E#X FDA 

510(k) SLBMRY AVAIIAEE FXM EDA 

DEVI~:BREEzEsLEEpGEAR~~ 
sF#DEEIs1mM?mzOL!BP-2000 
510(k) S&MARY Am FWM FM 

510(k) !XXEMMT- 

DEvIclh-EamER-FREEzAzMExAt4-wrIH~ (lxAll4. (50 

sEDEzIs1avMADE:l3-sEP-2m 

510(k) SBfImWa 

DEvIczk SPD DIKXXTICSPIRXEEEiANDHUSEicwMFw 
sEDExxs1m&nDFl:O84Es2000 
510(k) SUMSfY AVAIUEtE EXM EDA 

DEVICS:QuEsTMpsBBX-LPSYsyEM 
sEDEEIsI~MmE:1~2ooo 
510(k) S Am ERX FDA 

DEvIcFJ zsTI-m Iv zilxrNImm SET 
sEDExxs1cNM4DEi:18-sEP-2000 
510(k) SmXLB@m 
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bEXOPARK,cA94025-1096 

-cs axP. 
ATIWFMXiLDAWICMN 
1653 WSTMPLE RD. 
TFDi,MI48WM208 

1815 WUibEZW AVE. 
fnIImuqMN55082 

iFlmma Jil44z:ING' INC. 
ATIN:- RriDDIE 
7601F4uRPHYm 
MDDLEM?, WI 53562-2766 

- 03. 
iWINzDCNAU>ASTEVETJS 
800 VINIAL ST. #210 
PITEWKZJ, PA 15232 

i!aEmAm 03. 
ATINzKNAWASlE%ENS 
800 - ST. x210 
PITEBXGI, PAl.5212 

tixmm+LINSI~,m. 
IWINz LKNTLBI 
184oQAKAVBW 
EKFNslm, IL 60201 

SuRxc!AL~~ 
Rl?lNzLINDAF!EX!ER 
1OoDENNIsm. 
REmIN&PAmu6 

510(k) m: KOO2461 
HXNEXD:650-32-5 

510(k) E1D: KM)2553 
pHMiIW:330-425-Is340 

510(k) PJD: KOOl842 
FTmEm:248-689-3050 

510(k) m KS2465 
B-DIE! Ml : 781-239-8108 

510(k) Ex): RX2371 
FHLN NJ : 651-351-1011 

510(k) Ex1): KO02833 
FiXNEp3D:608-8314025 

510(k) t.0 KO01984 
PHX'E ND : 412-322-8280 

510(k) rJD: KOO27% 
PENE ND : 412-322-8280 

510(k) No: KOO1642 
F%KNE 1x) : 847-1816 

510(k) ED KC01765 
PX-3XE~:610-404-1OC0 

DEvIcE:ri!mxNDpoBJI~~I3EsJasL~ 
SEDEtxs1(3NMAm:2GaF-2Oco 
510(k) i?iWm@m 

DEvIcz:DSDS14ERlES 
SEilzJEcIs1cNMAuE:15-SEP-2000 
510(k) SWMRY AVUIABU EUl FaA 

DEVICX:ADULT/PEDIAlRIC~ 
SEII~~:1~2ooo 

QxIMGIw,mm 5100 

510(k) SLBMRY AMUIABLE FRX EDi 

DEvIc33:saEmso8~-VAZ;VE 
SEDEcIsINM?m: 21-SEP-2000 
510(k) SLWARY Am FIICM RIA 

DEVICEK-tXtWRW ANTERIm SPINAL FIxATIm SYm 
SEIEcISIm~:1~2OoO 
510(k) SWMRY Am m SDA 

DEvIcxk mIFImIcN IO - IMEmFT1oooIoN~ 
SEDEcIsIcN~:28-SEP-2~ 
510(k) SUMRY AVAILARm ERx FYX 

DEVIC33:FRXlNY~axlR-FBCPAL~ 
SEDEXXSICN~: 27-SEP-2000 
510(k) sIRENam 

DEvIa3: l4mFI~cN Ct.0 -HIPam 
SEDExxsIN~:28-SEP-2m 
510(k) m 

DEVICE:ICCX-~, I-mEL 1514B 
SEDEXXSI(xvMRlX: 07-SEP-2000 
510(k) simmm?r 



Y 



-ADDHEss-mcaRH-- e=) 510(K) tWMNESOW510(K)B 
ZYXFINALDXL-SICNS~ DuRIsTmPERIaJo1-Sw-2m~ 3o-sm-2ooo 

U.S. IO&, m-z. 
Alm:TEKEsA s.RLm 
25ooBRD. 
I,gxmam, KY 40511 

UTAHMEDICAL -, m. 
A!J.TRKEmNLazmmm 
7043Sami300wEST 
MIDVALE, In! 84047-1048 

MICAGO, IL 60131 

-INC. 
ATllkPHILREHEs 
8347glmmw. 
LmExA,Ks66215 

79&45cmuxti,suIlE21 
S?E,TLAKEClTY,vT84107 

510(k) ND: X001768 
pitKNl3 m : ml-2594925 

510(k) 1u3: KOO1874 
E23x3 m : 801-569-4039 

510(k) N& KCXJ2432 
FfmE~:847-28&7CUO 

510(k) Nh K00059Q 
mxEm:9l.Mm-%221 

510(k) ND: KO02255 
PIENE IW : 801-281-xXx) 

y-m -Es, INC. 
XCINzJODYFm 
18732 mmw 
IRVINE, CA 92612 

zcuMEDIc&cmP. 
IxlTN:PAULDIAS 
32 SEXXNOAVE. 
BmmGxcN,M?i01803 

zYMmMEDIc&~~ 
ATm:cx?lmL Ixli+mx 
l201BI'XXUERICEA~ 
(IXNARD, CA 93030 

510(k) ND: KOOO727 
pIzNEm:94Qei4-63l4 

510(k) ND: ~002029 
~i-33a r-83 : 7al-229-0020 

510(k) ND: wO2004 
E5-lxa IUD : 800-235-5941 

DEVI~:ocaFFLlo~pIu=s 
SEiDEcIs1cNmDE:1Q-Sm-2000 
510(k) m Am FRX EDA 

DEiVICE:B-~W 
SEDEcISIcNmDE:25-SEs2oco 
510(k) SWMARY Am ETCH FDA 

DEvIcl3: f3mxmx 
SEDExxS1mMADE: Ol-SEP-2ooo 
510(k) StEMME AVAIIZUU FKM EfR 

DEVICB~BASE~~ 
SEDEcISIa?mDE:oa-SEs2ooo 
510(k) m 

SEDExxSINMADE:oa-SEP-2ooo 

510(k) SJMAFU AWUABU FRXFDA 

DEvIa:~MSERlESNIBPmcN,~ MwIEsNIBPmm 
SEiDExxs1~zmDE:21-SFP-2000 
510(k) tmsm@mT 

DEvIa3: mBIT 
SEDEicxSIcN~:21-SEP-2m 
510(k) SWMRY AVAIIAEZ FRM FaA 



06-cm-2m 
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